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Registry Platform Scientific Advisory Group Meeting - 17-18 Nov 2005

DEPARTMENT OF
RESEARCH POLICY AND COOPERATION
WORLD HEALTH ORGANIZATION

International Clinical Trials Registry Platform
Scientific Advisory Group
Report of Meeting, 17 - 18 November 2005

Geneva, Switzerland

— FINAL VERSION --—
February 24, 2006

Note: = This report summarizes the discussions and advice of the Scientific
Advisory Group.

» Differing views were expressed on certain topics, as noted in the text.

* Formal policies of the Registry Platform may differ from those
stated here.

» Please refer to the Registry Platform website hitp://www.who.intictrp for
definitive policies.
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Charge to the Scientific Advisory Group

The Registry Platform secretariat was formally established on August 1, 2005 to implement
World Health Assembly Resolutions 3.2 and 4.3, contained in WHA58.34, which called on the
World Health Organization to:

3.2 establish a voluntary platform to link clinical trials registers in order to ensure a
single point of access and the unambiguous identification of trials with a view to
enhancing access to information by patients, families, patient groups and others;

And requested the Director-General to:

4.3 pursue with interested partners the development of a voluntary platform to link clinical
trials registers

The Registry Platform staff is responsible for developing all necessary policies and procedures,
and for implementing them to achieve a successful intemational Clinical Trials Registry
Piatform. The secretariat consults widely in developing its plans. Many of the consultations are
with members of the project’s Scientific Advisory Group (SAG) and Intemational Advisory Board
(IAB), but many consultations include other people who do not serve on either the SAG or the
IAB. The project has also requested and received Open Comments from the general
community.

The charge to the SAG is to provide advice to the Registry Platform project on its policies, pri-
orities, and approaches. The 19 SAG members were selected to include international repre-
sentation from the key stakeholder and expert groups, including researchers, patients, funders,
ethics review boards, biomedical journals, pharmaceutical companies, and trial registers. Al-
though the advice of the SAG is not binding on the Registry Platform secretariat, the consensus
opinion of the SAG will very strongly shape the final form of the Registry Platform’s activities.

Executive Summary

The WHO International Clinical Trials Registry Platform sets international norms and standards
for trial registration and reporting worldwide. The Registry Platform's Scientific Advisory Group
(SAG) met in Geneva on 17 and 18 November, 2005 to provide advice on the scientific and
ethical aspects of proposed policies.

The SAG discussions were spirited, thoughtful, and well-informed. The SAG supported the key
elements of the secretariat's proposed policies for an international system of trial registration.
Specifically, the SAG

« Stated that the registration of all interventional trials is a scientific, ethical, and moral
responsibility. All interventional trials in humans or groups of humans that are aimed at
assessing health and health care interventions should be registered.

» Finalized the 20 minimum data items required for trial registration, and stated that full
disclosure of the 20 items at the time of registration is critical on scientific grounds and is
in the public interest.

« Supported the general structure and composition of an international network of such
registers.

« Supported the importance of detecting multiply-registered trials.

The majority of SAG members supported the assignment of a Universal Trial Reference
Number (UTRN) to unambiguously identify unique trials and to cross-reference trial entries

across multiple registers. Time constraints precluded full discussion on membership criteria for
trial registers.

24/02/06 9 3of 14



Registry Platform Scientific Advisory Group Meeting - 17-18 Nov 2005

A. Which Trials Should be Registered?

The registration of all interventional trials is a scientific, ethical, and moral responsibility. An
interventional trial is "any research study that prospectively assigns human participants or
groups of humans to one or more health-related interventions to evaluate the effects on
outcomes. Interventions include but are not restricted to drugs, cells and other biological
products, surgical procedures, radiologic procedures, devices, behavioral treatments, process-
of-care changes, preventive care, etc." Further,

« Allinterventional trials in humans or groups of humans aimed at assessing health and
health care interventions should be registered

o The WHO should continue to develop further norms and standards for trial registration to
facilitate this process globally as quickly as possible

The Scientific Advisory Group considers it critical on scientific grounds, and in the public
interest, that all 20 items in the Trial Registration Data Set be fully disclosed at the time of
registration.

B. Trial Registration Data Set*

We include below the Trial Registration Data Set agreed upon by the SAG. For a trial to be
properly registered, items #3 through #20 must be reported to a Member Register, unless data
are not available (eg, secondary Trial ID). Some SAG members advocated for additional items,
but it was agreed that the 20 items would be fixed at this time. The old item 11 Research Ethics
Review was replaced by Countries of Recruitment for a number of reasons. It was agreed that
ethics approval should already be mandatory for all clinical trials, and asking for this information
would thus be redundant. The requested information would also be of limited value, particularly
for trials registered prior to ethics approval. Information about countries of recruitment was felt to
be more useful for a variety of constituencies, and will be increasingly relevant as more trials are
conducted in developing countries.

Further details of implementation will be agreed between Member Registers and the Registry
Platform, and will be made available in a WHO guidance document.

Item Field Value Definition/Explanation
1. | Primary Register I :J Select name of Member Register in
and Trial ID # which this trial was first registered (the
trial's "Primary Register"), and that
Trial ID #[ register’s registry-issued unique ID
assigned to this trial.

2. | Date of l :JI :J I Date when trial was officially registered
Registration in in the Primary Register DD/MM/YYY.
Primary Register

3. | Secondary ID#s Issuing Authority Other identifying numbers and issuing

authorities besides the Primary Register,
l if any. Include the sponsor name and
sponsor-issued trial number (e.g.,
1D Number protocol number) if available. Also

include other member and non-member
| trial registers that have issued a number
to this trial. There is no limit on the

Click to add more ... number of Secondary ID numbers that

can be provided.
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Source(s) of
Monetary or
Material Support

Name

Click to add more...

Major source(s) of monetary or material
support for the trial (e.g., funding
agency, foundation, company).

Primary Sponsor

Name

The individual, organization, group or
other legal person taking on
responsibility for securing the
arrangements to initiate and/or manage
a study (including arrangements to
ensure that the design of the study
meets appropriate standards and to
ensure appropriate conduct and
reporting). The primary sponsor is
normally the main applicant for
regulatory authorization to begin the
study. It may or may not be the main
funder.

Secondary
Sponsor(s)

Name

Additional individuals, organizations or
other legal persons, if any, that have
agreed with the primary sponsor to take
on responsibilities of sponsorship.

A secondary sponsor may have agreed

o totake on all the responsibilities of
sponsorship jointly with the primary
sponsor; or

to form a group with the primary
sponsor in which the responsibilities
of sponsorship are allocated among
the members of the group; or

o to act as the sponsor’s legal
representative in relation to some or
all of the trial sites

to take responsibility for the

accuracy of trial registration
information submitted

Q

C

Contact for Public
Queries

Email, telephone number, or address

Email address, telephone number, or
address of the contact who will respond
to general queries, including information
about current recruitment status

Contact for
Scientific Queries

Email, telephone number, or address

Affiliation

.

Email address, telephone number, or
address, and affiliation of the person to
contact for scientific inquiries about the
trial (e.g., principal investigator, medical
director for the study at the sponsor).
For a multi-center study, enter the
contact information for the lead Principal
Investigator or overall medical director.

Public Title

Title intended for the lay public in easily
understood tanguage.

10.

Scientific Title

!

Acronym

The SAG did not reach agreement on
this item during the Advisory Group
meeting.

11.

Countries of
Recruitment

I -]

The countries from which participants
will be, are intended to be, or have been

24/02/06
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recruited (as last reported to the Primary
Register).

12.

Health
Condition(s) or
Problem(s)
Studied

Primary health condition(s) or
problem(s) studied (e.g., depression,
breast cancer, medication error). Enter
one term per line in the field.

13.

Intervention(s)

Intervention name(s)

Other details (e.g., dose, duration, etc)

Click to add more experimental
interventions...

Control Intervention name

|

Other details of control (e.g., dose,
duration, etc.)

|

Click to add more control
interventions...

Enter the specific name of the
intervention(s) and the
comparator/control being studied, one at
a time. Use the International Non-
Proprietary Name if possible (not
brandftrade names). For an unregistered
drug, the generic name, chemical name,
or company serial number is
acceptable). If the intervention consists
of several separate treatments, list in
one line separated by commas (e.g.,
"low-fat diet, exercise"). For multi-armed
studies, describe the intervention(s) for
each arm in separate entries.

The control intervention(s) is/are the
interventions against which the study
intervention is evaluated (e.g., placebo,
no treatment, active control). If an active
control is used, be sure to enter in the
name(s) of that as well, or enter
"placebo” or "no treatment" as
applicable for the control arm.

For each intervention, describe other
intervention details as applicable (dose,
duration, mode of administration, etc)

14.

Key Inclusion and
Exclusion Criteria

Inclusion Criteria

|

Exclusion Criteria

Inclusion and exclusion criteria for
participant selection, including age and
SEex.

15.

Study Type

Single group study? | jv
If a multiple group study, is it
randomized? e

A single group study is one in which all
participants are given the same
intervention. Trials in which participants
are assigned to receive one of two or
more interventions are NOT single group
studies. Crossover trials are NOT single
group studies.

For multiple group studies (2 or more
study groups), a trial is "randomized" if
participants arefwere assigned to
intervention groups by a method based
on chance.

16.

Date of First
Enroliment

Anticipated or actual date of enroliment
of the first participant (MM/YYYY).

17.

Target Sample
Size

Number of participants that this trial
plans to or had planned to enroll as last
reported to the Primary Register.

24/02/06
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18. | Recruitment :J Recruitment status of this trial, as last
Status reported to the Primary Register.

o Pending: participants are not yet being
recruited or enrolled at any site

o Active: participants are currently being
recruited and enrolled

o Temporary halt: there is a temporary
halt in recruitment and enroliment

o Closed: participants are no longer
being recruited or enrolled

19. Primary Outcome Name Qutcomes are events, variables, or
Outcomie(s) experiences that trial investigators

I measure because it is believed that they
may be influenced by the intervention or

Timepoints exposure. The Primary Outcome should
be the outcome used in sample size
I calculations, or the main outcome(s)

used to determine the effect of the
Click to add more outcomes... intervention(s).

Enter the names of all primary outcomes
of the trial, one at a time. Be as specific
as possible (e.g., “Beck depression
score” rather than just “depression”). For
each outcome, also provide all the
timepoints at which it is to be measured.
Examples: Outcome Name: all cause
mortality, Timepoints: one year; or
Outcome Name: Beck depression score,
Timepoint: 6,12, and 18 weeks

20. | Key Secondary Qutcome Name Outcomes are events or experiences
Outcomes that trial investigators measure because
| it is believed that they may be influenced
by the intervention or exposure.
Timepoints Secondary outcomes are events or

I experiences other than the primary

outcome(s) that will be used to evaluate
] the intervention(s), and that are
Click to add more outcomes ... specified in the study protocol.

Enter the name of each secondary
outcome measure of the trial, one at a
time. Also provide all the timepoints at
which this outcome is to be measured.
Examples: Outcome Name:
cardiovascular mortality, Timepoint; 6
months; or Outcome Name: functional
status, Timepoint. 4 and 8 weeks

* All entries should accurately reflect the study protocol. If the study was approved by an ethics
review board, entries should reflect the study protocol that received final approval from the
ethics board.
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